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1. Applicant's election of Group I and the species SEQ. ID. NO. 7 in Paper No 7 is 
actaowledged. Because applicant did not distinctly and specifically point out the supposed errors 

^8.™°" reqUirement ' **" M " " ^ With0Ut "»« < MPE P 

2. Claims 16,18,21,23,29,33,37,43,50,57,61,68,72 are withdrawn fnom further consideration 
by the examrner, 37 C.F.R. § 1.142(b) as being drawn to nonelected inventions. Election was 
made without traverse in Paper No. 6. 



3. 



Applet's election with traverse of the species D-amino acids and endosomal targeting 
pomon of h chain in Paper No. !0 is acknowledged. me traversal is on the ground(s) stated 
m Paper No. 10. Tbis is not found persuasive because it would require a substantial additional 
burden to search the additional species. 

4. Claims 1,2,5,7,9, 11,14,76-83 are under consideration. 

5. Formal drawings have been submitted which fail to comply with 37 CFR 1 84 Please see 
the enclosed form PTO-948. 



6. 



The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

We specification shall certain a written description of the invention, and of the manner and 
person skrlled tn the art to which it pertains, or with which it is most Zriy conTctl to 

SW« AST sM sa toab ,he — — *- * 5 



/• Claims 1,2,5,7,9,11,14,76-83 are rejected under 35 U.S.C. 112, first paragraph as 
contaming subject matter which was not described in the specification in such a way as to 
reasorcrbly convey to one skilled in the relevant an that the inventory at the time the application 
was Med, had possession of the claimed invention. 
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The specification does not provide adequate written description of the claimed invention 
The legal standard for sufficiency of a patent's (or a specification's) written description is whether 
that description "reasonably conveys to the artisan that the inventor had possession at that time of 
the. . .clauned subject matter", Vas-Cath, Inc. V. Mahurkar, 19U.S.P.Q.2d 1111 (Fed Cir 
1991). In the instant case, the specification does not convey to the artisan that the applicant had 
possess™ at the time of invention of the claimed peptides/composition containing said peptides 
The instant claims encompass MAGE Al peptides that bind a HLA class II molecule or 
a variant of said peptide. The ait recognizes that there are at least 150 different allotypes of MHC 
class II molecules found in humans. The specification discloses three MAGE Al peptides which 
bind MHC class II that is derived from only 1 of the at least 150 different allotypes of MHC class 
II molecules found in humans. In addition, regarding claims that recite "ftmctional variant" said 
term encompasses a vast number of undescribed peptides which have the functional properties 
recited m the claim. Thus, the written description provided in the specification is not 
commensurate with the scope of the claimed inventions. In view of the aforementioned problems 
regardmg descnption of the claimed invention, the specification does not provide an adequate written 
descnpnon of the invention claimed herein. See The Regents of the University of California v Eli 
L% and Company, 43 USPQ2d 1398, 1404-7 (Fed. Cir. 1997). In University of California v Eli 
Lilly and Co., 39 U.S.P.Q.2d 1225 (Fed. Cir. 1995) the inventors claimed a genus of DNA 
species encoding insulin in different vertebrates or mammals, but had only described a single 
species of cDNA which encoded rat insulin. The court held that only the nucleic acids species 
described in the specification (i.e. nucleic acids encoding rat insulin) met the description 
requirement and that the inventors were not entitled to a claim encompassing a genus of nucleic 
acids encoding insulin from other vertebrates, mammals or humans, id. at 1240. In the instant 
case, the specification has disclosed three MAGE Al peptides that bind a single allele of human 
DR wherein at least 150 different alleles of human DR are known. The Federal Circuit has held 
that ,f an inventor is "unable to envision the detailed constitution of a gene so as to distinguish it 
from other materials. . .conception has not been achieved until reduction to practice has 
occurred", Amgen, Inc. v. Chugai Pharmaceutical Co, Ltd., 18 U.S.P.Q.2d 1016 (Fed. Cir. 
1991). Attention is also directed to the decision of The Regents of the University of California v Eli 
Lilly and Company (CAFC, July 1997) wherein is stated: The description requirement of the patent 
statute requires a description of an invention, not an indication of a result that one might achieve if 
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one made that invention. See In re Wilder, 736 F.2d 1516, 222 USPQ 369, 372-373 (Fed. Cir. 1984) 
(affirming rejection because the specification does "little more than outlinfe] goals appellants hope 
the claimed invention achieves and the problems the invention will hopefully ameliorate."). 
Accordingly, naming a type of material generally known to exist, in the absence of knowledge as to 
what that material consists of, is not a description of that material. 

Thus, as we have previously held, a cDNA is not defined or described by the mere name 
"cDNA," even if accompanied by the name of the protein that it encodes, but requires a kind of 
specificity usually achieved by means of the recitation of the sequence of nucleotides that make up 
the cDNA. See Fiers, 984 F.2d at 1 171, 25 USPQ2d at 1606. 

Claims 76,77,81,82 would not be included in this rejection if rewritten as independent 

claims. 

8. Regarding the term "isolated" as per recited in the claims, said term is interpreted as per 
the definition of said term in the specification, page 12, lines 12-24. 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(a) the invention was known or used by others in this country, or patented or described in a printed publication 
in this or a foreign country, before the invention thereof by the applicant for a patent. 

<b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale m this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 

fi ,rn°H f mVeat, ° a ***** by thC appUcant f0f patent ' 0r OD an ^ernationai application by another who 
rtr^f k r T rei f nIS of Paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

10. Claims 1,2,9,11,76,80,81,82 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Fikes et al. (WO 95/04542). 

Fikes et al. teach a peptide comprising SEQ. ID. no. 7 (see page 14, last paragraph to page 
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16 and claim 8, wherein said vector produces the peptide comprising SEQ. ID no 7) Said 
pepude is derived from MAGE Al (alias MAGE 1). It is an inherent property of the SEQ ID 
no. 7 ponton of said peptide that it binds HLA class II. Said peptide also contains a MAGE 1 
HLA class I binding peptide (eg. it is a polytope polypeptide). Regarding claim 82, said claim 
encompasses a peptide than contains other amino acid sequences (eg. at least an additional class 
r binding peptide). Therefore, the peptide taught by Fikes et al., page 14 has a peptide that 
consists of SEQ. ID. No. 7. 

11. Claims 1,2,9,11,80 are rejected under 35 U.S.C. 102(b) as being anticipated by Topalian 
etal. (WO 97/1 1669). 

Topalian et al. teach a peptide derived from MAGE-1 which binds MHC class II (see 
churns 61, 57-60 and pages 8,28 and 29). Said peptide can also contain a HLA class I binding 
peptide derived from MAGE l(eg. it is a polytope polypeptide, see page 27, last paragraph 
continued on next page). Topalian et al. teach a peptide that is a functional variant of the peptide 
recited in chum 2 (see claim 2, wherein said pepude binds MHC class II and stimulates T cells). 

12. Claims 1,2 are rejected under 35 U.S.C. 102(a) as being anticipated by Chaux et al 

Chaux et al. teach a peptide derived from MAGE-1 which binds MHC class II (see page 

774, column 1, first paragraph). Said peptide is a functional variant of the peptide recited in claim 
2 because it binds MHC class II and stimulates T cells. 

13. Claims 1,2,5,7,9, 1 1,14,78-80,83 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Thielemans et al. (WO 99/14326). 

Thielemans et al. teach a functional variant of the peptide of claim 2 which binds MHC 
class II and stimulates T cells (see claim 4). Thielemans et al. teach that said peptide can comprise 
a I. cham derived endosomal targeting signal (see claim 7). Thielemans teach that said peptide can 
comprise a D-amino acid (see claim 9). Thielemans et al. teach that said peptide can be conjugated 
to a MAGE 1 class I binding peptide (see Table 1 and pages 27-29). 

14. Claims 1,2,5,7,78,79 are rejected under 35 U.S.C. 102(e) as being anticipated by Chaux 
et al. (US Patent 5,965,535). 

Chaux et al. teach a functional variant of the peptide of claim 2 which binds MHC class 
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Ihv^T T r ^ Cl8im 3X ^ Ct * *" ^ ^ - C * a li chain 
denved endosoma. targeung signal (see column !4). Thielemans teaeh that said peptide ean 

Z^CF D ; a 7° I Tr Cl3im ^ ™ e ' emfflK 6t ^ — ^ - «*• - - conjugated 
to a MAGE 1 class I binding peptide (see Table 1 and pages 27-29). 

15. Tne following is a quotation of 35 U.S.C. 103(a) which fonns the basis for all obviousness 
rejections set forth in this Office action: ooviousness 

m*T£^£££*r, m > ««*- °< as set forth in 

such that the subject »2 f wtole ToiTdZe """a 1 " 10 ■» P» tt °*« and the prior art are 

having ordmary lm in the an to wh ti S I sSbL^tt^ d" 11 * fc taVeBti ° n Ms "»* 10 » P«" 
manner in which the invention was nl?e J " M be negatived by the 

16. Claims 1,2,9,11,76,77,80-82 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Fikes et al. (WO 95/04542). 

Fikes et ah teach a peptide comprising SEQ. ID. no. 7 (see page 14, last paragraph to page 16 

Tder h r' 3 aid VeCWr Pr ° dUCeS "* *** C ° mprisin8 SE< 3- ID - 7 >- ^id peptide 
- denved from MAGE Al (alias MAGE 1). The SEQ. ID. no. 7 portion of said peptideTinds 

HLA class II. Sa.d peptide also contains an HLA class I binding peptide (eg. it is a polytope 

polypept.de). Regarding claim 82, said claim encompasses a peptide than contains other alino 

actd seqeunces (eg. at least an additional class I binding peptide). Therefore, the peptide taught 

by Rices et al., page 14 has a peptide that consists of SEQ. ID. No. 7. Fikes et al. do not teach 

*e pept.de of claim 77. Fikes et al. teach a peptide that contains all of the amino acids of SEQ 

ID. No. 7 except the first and last two amino acids (see claim 3). Fikes et al. teach that the 

pephde can include additional amino acids a, bom ends (see page 5, penultimate paragraph) Fikes 

et al. teach that the peptide can be less than 15 amino acids. Fikes et al. teach the MAGE I 

wclT tha : flankb0fll SWeS ° f «* reCitCd ^ Cl3ims 3 <*> Page 4, last paragraph). It 
would have been pnma facie obvious to one of ordinary skill in the art at the time the invention 
was made to have created the claimed invention because Fikes et al. teach a peptide that contains 
all of the ammo ac.ds of SEQ. ID. No. 7 except the first and last two amino acids and that the 
pept.de can mc.ude additional amino acids at both ends and can be less man 15 amino acids One 
of ordmary skill in the art would have been motivate to do the aforementioned because Fikes et 
al. teach that the peptide can include additional amino acids at 
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both ends and that the peptide can be less than 15 amino acids. 



7"i ^^ 14 ^ Cmrc ^^35U.S.C. 103(a) as being unpatentable over Fikes 
et al. (WO 95/04542) as applied to claims 1,2,9,11,76,77,80,81 above, and further in view of 
Sanderson et al. 

The previous rejection teaches the claimed invention except for use of a li chain derived 
endosomal targeting signal. Fikes et al. teach MAGE 1 peptide conjugates containing . MAGE 
class binding peptide and a MAGE 1 class II binding peptide (see page 12, last paragraph) 
Sanderson et al. teach that addition of a li chain derived endosomal targeting signal to a peptide 
can be used to efficiently target a peptide for MHC class II binding/T cell recognition (see 
abstract). It would have been prima facie obvious to one of ordinary skill in the art at the time the 
mvenuon was made to have created the claimed invention because Fikes et al. teach MAGE 1 
peptide conjugates containing a MAGE 1 class binding peptide and a MAGE 1 class II binding 
pepttde while Sanderson et al. teach that addition of a li chain derived endosomal targeting signal 
to a pepttde can be used to efficiendy target a peptide for MHC class II bindi„g/T cell recognition 
One of ordinary skill in the art would have been motivate to do the aforementioned because 
Santo et al. teach that addition of a li chain derived endosomal targeting signal to a peptide 
can be used to efficiently target a peptide for MHC class II binding/T cell recognition. 

18. Claims 1,2,5,9,11,14,78,80,83 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Topahan et al. (WO 97/1 1669) in view of Sanderson et al. 

Topahan et al. teach a peptide derived from MAGE-1 which binds MHC class II (see 
claims 61, 57-60 and pages 8,28 and 29). Said peptide can also contain a HLA class I binding 
pepttde derived from MAGE l(eg. it is a po.ytope polypeptide, see page 27, last paragraph 
conunued on next page) . Topalian et al . teach a peptide that is a functional variant of the peptide 
recited m claim 2 (see claim 2, wherein said peptide binds MHC class II and stimulates T cells) 
Topahan et al. do not teach a peptide that has a li chain derived endosomal targeting signal 
Sanderson et al. teach mat addition of a li chain derived endosomal targeting signal to a peptide 
can be used to efficiently target a peptide for MHC class II binding/T cell recognition (see 
abstract). It would have been prima facie obvious to one of ordinary skill in the art at the time the 
mvenuon was made to have created the claimed invention because Topalian teaches the claimed 
peptides except for a peptide that has a li chain derived endosomal targeting signal while 
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Sanderson et al . teach that addition of a li chain derived endosomal targeting signal to a peptide 
can be used to efficiently target a peptide for MHC class II binding/T cell recognition. One of 
ordmary skill in the art would have been motivate to do the aforementioned because Sanderson 
et aL teach that addition of a H chain derived endosomal targeting signal to a peptide can be used 
to efficiently target a peptide for MHC class II binding/T cell recognition. 

Z„ 7 ' 79 ^ reJeCted mdCr 35 U S C - 103 < a > as "etas Wntable over Pikes et al. 

(WO 95/04542) as applied to claims 1,2,9,11,76,77,80-82 above, and further in view of Gelder 
et al. (US Patent 6,043,347). 

The previous rejection teaches the claimed invention except for a peptide containing D- 
amino acids. Gelder et al. teach modified peptides containing D-amino acids (see column 20) and 
fliat such peptides have increased stability (see column 20). Said peptides would also be non- 
hydrolyzable because D-amino acid modified peptides have this property (eg. see claim 7 upon 
which clam, 79 depends). It would have been prima facie obvious to one of ordinary skill in die 
art at the tune the invention was made to have created the claimed invention because Fikes et al 
teach the claimed peptide except for D-amino acid modification, while Gelder et al teach 
mod.fted peptides containing D-amino acids (see column 20) and that such peptides exhibit 
mcreased stability. One of ordinary skill in the art would have been motivate to do die 
aforementioned because Gelder et al. mat teach modified peptides containing D-amino acids have 
increased stability. 

20. Claims 1,2,5,9,11,14,78,80,83 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Topalian et al. (WO 97/1 1669) in view of Gelder et al. (US Patent 6,043,347). 

Topalian et al. teach a peptide derived from MAGE-1 which binds MHC class II (see 
clauns 61, 57-60 and pages 8,28 and 29). Said peptide can also contain an HLA class I binding 
peptide derived from MAGE l(eg. it is a polytope polypeptide, see page 27, last paragraph 
contmued on next page). Topalian et al. teach a peptide that is a functional variant of the peptide 
recited m claun 2 (see claim 2, wherein said peptide binds MHC class II and stimulates T cells) 
Topalian et al. do not teach a peptide containing D-amino acids. Gelder et al. teach modified 
pcpudes containing D-amino acids (see column 20) and that such peptides mcreased stability (see 
column 20). Said peptides would also be non-hydrolyzable because D-amino acid modified 
peptides have this property (eg. see claim 7 upon which claim 79 depends). It would have been 
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pnma face obvious to one of ordinary skill in the art at the time the invention was made to have 
created the claimed invention because Topalian et al. teach the claimed peptide except for D- 
ammo acid modification, while Gelder et al. teach modified peptides containing D-amino acids 
(see column 20) and that such peptides increased stability. One of ordinary skill in the art would 
have been motivate to do the aforementioned because Gelder et al. that teach modified peptides 
containing D-amino acids have increased stability. 

21. No claim is allowed . 

22. Papers related to this application may be submitted to Group 1600 by facsimile 
transmrssron. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). Papers should be faxed to Group 1600 at (703) 308- 
4242 . 

23. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Dr. Ron Schwadron whose telephone number is (703) 308-4680 The 
examiner can normally be reached Monday through Thursday from 7:30 to 6:00. A message may 
be left on the examiners voice mail service. If attempts to reach the examiner by telephone are 
unsuccessful, the Examiner's supervisor, Ms Christina Chan can be reached on (703) 308-3974 
Any mqurry 0 f a general nature or relating to the status of this application should be directed to 
the Group 1600 receptionist whose telephone number is (703) 308-0196. 

RONALD 8. SCHWADRON 
PRIMARY EXAMINER 
GROUP \miboo 
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